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Mark C. Poznansky et al. 

Application No.: 10/002,854 
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Confirmation No.: 3669 
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Examiner: L. li< I,ankford 



PETITION UNDER 37 CFR 1.1 St 



Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

Dear Sir: 



Applicants hereby petition the Commissioner for Patents under 37 CFR 1 . 1 81 to 
withdraw the finality of the office action mailed March 30, 2005 in application serial number 
10/002,854. Applicants further petition under 37 CFR 1.183 to suspend the rule requiring a 
request for reconsideration under 37 CFR 1.11 1 , in the event that the Commissioner deems it 
necessary in these circumstances. The Applicants believe that the extraordinary circumstances 
set forth below warrant grant of this combined petition. 

Stat ement of f acts 

The Office mailed a final rejection in the above-referenced case (US Serial Number 
10/002,854) on March 30, 2005, In response, Applicants timely Tiled an amendment under 37 
CFR 1,116 on June 30 7 2005. Applicants' attorney phoned the Examiner on July 27, 2005 to 
discuss 1he amendment and was informed that the amendment did not place the application in 
condition for allowance and that an Advisory Action would be forthcoming. Applicants then 
filed A Notice of Appeal on 8/1/2005. Applicants' attorney placed several subsequent telephone 

a 7 <* 7 81/23/2886 HBINflS 88888845 841185 18882854 

81 FC:1462 488.88 DA 
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calls inquiring as to the status of the application and when an Advisory Action would bo mailed. 
The Advisory Action and Telephone Summary Record inviting a subsequent interview were not 
mailed until December 8, 2005, over five (5) months from the date of Applicants* amendment 
The reason(s) for the Office delay is unclear. Further, the Advisory Action failed to nolo 
whether the Applicants' amendment had been entered (Sec Advisory Action mailed December 8, 
2005; item 7 where neither box (a) nor box (b) is checked). However, as has been subsequently 
learned from checking the public PAIR site, the first page of Applicants Amendment after final 
shows the Examiner's initials beneath the words 4i OK to enter' 1 in the margin. Thus, while 
Applicants may now presumably assume that the amendment was entered for the purposes of 
appeal, it is undisputed that tlus information was not timely communicated to the Applicants, 

During a recent phone conversation with the Examiner on January 6, 2006 , the Examiner 
indicated that, while he sympathized with the Applicants for the difficulties caused by the 
substantial Office delay in issuing the Advisory Action, he lacked the grounds to restart the • 
period for reply and that the only recourse would be for Applicants to file an RCH. Applicants 
respectfully request that the Office reconsider its decision to maintain the finality of the Office 
action and to restart the shortened statutory period for response. 

Issu es in Exam ination 

As of the final rejection, the only rejection of remaining was under 35 USC 103 over 
Yamaguchi et al, (J, Bone Mm. Research Vol. 10(1 3)1530, 1 998) which was directed to the in 
vitro investigations of certain compounds on MC3T3-E1 cells derived from mouse calvaria and 
having an ostcoblast-like phenotype. In an effort to clarify die invention, the amendment 
narrowed the claims to hematopoietic cells distinguishing the invention from Yamaguchi et al . 
The Advisory Action asserted that the amendment was unsuccessful in avoiding the rejection 
because "Applicant argues that there is no reasonable expectation of success to extrapolate the 
Yamaguchi reference teachings to the in vivo effect on hematopoietic cells however it is unclear 
where applicant has demonstrated this and applicant would seem to depend on a like 
extrapolation with only a suggestion of in vivo use." See Advisory Action; continuation of] L 
In fact, the application, as originally filed, contains in vitro and in vivo data and evidence 
directed to the impact of compounds on hematopoietic cells, in particular monocytes, as well as 

62704/ 



PAGE 6/8*RCVDAT 1/20/2006 1:26:38 PM [Eastern Standard Time] * SVR:USPTO-EFXRF-6/28 ' DNIS:2738300 * CSID:6174394170 * DURATION (mm-ss):02-54 



• JAN-20-2006 FRI 01:21 PH E A P & D 

» 



FAX NO. 6174394170 



P, 



Application No. 10/002,854 Docket No, <52053CIP(5I5S8) 

in viIto data on peripheral blood cells and hematopoietic progenitor cells (all hematopoietic 
cells). Thus, the Examiner's reason for maintaining the rejection is technically flawed. Indeed, 
the Interview Summary Record of July 27, 2005 invited a subsequent interview, presumably to 
discuss the merits of the statements in die Advisoiy Action. However, because of the delay in 
advising the Applicants of the grounds for maintaining the rejections, Applicants have been 
procedurally denied the opportunity to correct the technical misunderstanding. This is not the 
fault of Applicants or caused by the Applicants delay. It is caused by the PTO delay in mailing 
the Advisory Action. 

Action req uested hv Applicants 

In light of Office's failure to timely mail a complete advisory action within the required 
timeframe, and the refusal to remedy the problem by restarting the period for reply, Applicants 
request that the Director grant the instant petitions. 

. - ■ The lateness and cryptic nature of the Advisory Action has consequently precluded 
Applicant from making a timely request for reconsideration as required by 37 CFR 1.116 to, - 
correct the apparent technical misunderstandings made by the Examiner as to the content of the 
specification. Applicants should have been entitled to have such arguments presented in a 1 
second submission under 37 CFR LI 16 as they were raised for the first time in the Advisory 
Action. Applicants could not have anticipated that the Examiner would apparently mistakenly 
conclude (1) that in vitro studies of an ostcoblaslic-likc clonal cell line derived from calvaria 
(not marrow) would render obvious in vivo studies of hematopoietic cells or (2) that that 
monocytes, peripheral blood cells and hematopoietic progenitor cells arc not hematopoietic cells. 
Further, the lateness and incomplete nature of the Advisory Action has obviously frustrated the 
Applicants' ability to prepare a convincing and meaningful brief on appeal For instance, the 
status of the entry of the amendment and the claims to be appealed lias only been recently 
revealed to the Applicants. Of course, any brief on appeal must present arguments relevant to 
the appealed claims, In this case, since the Examiner's rejection, as maintained in the Advisory 
Action, appears to contain a fundamental technical misunderstanding, the issues on appeal 
cannot yet be said to be ripe. Further, these substantial delays will be assumed to be Applicant 
delays for the purposes of patent term adjustment if the Applicant pursues the appeal and filing 

MK>4» 
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an RCE will completely eliminate the substantial Office delays that have been incun-cd to date. 
The loss of term where the Applicant has been very diligent is fundamentally unfair. 
This situation is not unlike the situation set forth in MPEP Section 710.06 where an office action 
is defective (for example, omitting an indication that an amendment was entered). In these 
cases, the MPEP suggest (hat the shortened statutory period for reply be restarted. Applicants, 
in contacting the Examiner on September 21, 2005, October 27, 2005, and November 1, 2005, 
have timely pointed out the omissions m the Advisory Action and the undue delay in receiving 
the Action. This petition follows the Examiner's denial of Applicants' request. 

Applicants therefore respectfully request that in the interest of equity, the Director in his 
discretion grant Applicants' petition, order that the finality of the last action by the Office be 
withdrawn and that the Office issue a new Action restarting the statutory period for reply, and 
preserving Applicants' earned patent term adjustments. 

•The Director is hereby authorized to charge the fee set forth under 37 CFR 1 . 1 7(f)in »hc > 
amount of $ 400.00 to Deposit Account No. 04-1 IQfi . No additional fee is believed due to ■■ 
consider this position; however, the Director is hereby authorized to charge any deficiency or..;... 
credit any overpayment in the fees filed, asserted to be filed or which should have been filed . ■ 
herewith (or with any paper hereafter filed in this application by this firm) to our Deposit 
Account No. 04-1 105, under Order No. 62053 (51 588). 



Dated: January 20, 2006 Respectfully submitted, 



Registration No.: 55,289 
EDWARDS ANGEU, PALMER & DODGE 




LLP 

Three Stamford Plaza 
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Stamford, Connecticut 06901 
(617)439-4444 

Attorneys/Agents For Applicant 
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